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ability of a test compound to enhance the association of a first STAT protein or a fragment of 
said first STAT protein with a second STAT protein or a fragment of said second STAT protein; 
wherein said fragment of said first STAT protein comprises the N-terminal domain of said first 
STAT protein; 

wherein said fragment of said second STAT protein comprises the N-term.nal domain of said 
second STAT protein; wherein the association is dependent upon the N-terminal domain of said 
first STAT protein, and the N-terminal domain of said second STAT protem; and wherein a test 
compound which enhances the association is identified as a drug that enhances the interaction 
between adjacent activated STAT dimers. New claim 66 similarly claims an inhibitory drug. 
Claim 59 and new claim 69 are drawn to the embodiment in which the first and second STAT 

proteins are the same. 

McKnightetal. The cited McKmght et al. patent describes mterleukin-4 peptides and 
methods for identifying agents which selectively bind the IL-4 peptide or receptor, including 
agents which disrupt IL-4 dimerization (col. 5). IL-4 corresponds to Stat6. 

McKmght et al. do not disclose or suggest a method for identifying a drug that inhibits or 
enhances the ability of adjacent STAT protein dimers to interact. 

Analysis. Applicants respectfully traverse this rejection on the basis that the instant 
claims describe a method which allows identification of a drug able to enhance or inhibit the 
interaction between adjacent activated STAT dimei^. The instant claims descnbc a method for 
identifying a drug that modulates (e.g., enhances or inhibits) the ability of adjacent STAT protein 
dime^ to interact, e.g., test for the formation of a higher order structure composed of two 
dimerized STAT protein complexes. McKmght et al. only refer to inhibition of dimer formation. 
See for example, col. 20, line 62 of McKnight et al., which states that no evidence of higher 
order (trimeric or tetrameric) ohgomerization was observed. Accordingly, the McKnight 
reference cannot be held to amic.pate the instant claims, and it is respectfully requested that this 
rejection be withdrawn. 

B. Claims 56-59 were rejected as anticipated under 35 USC § 102(e) by Leonard (US 
6,265,160). This rejection is respectfully traversed as it may be applied to the amended and 



new claims. 

Th^clanns. Claims 56 and 59 are summarized above. Claims 57 and 58 (and new 
claims eTan^each describe the first and second STAT proteins, respectively, as selected 

• ^TAT 1 STAT 2 STAT 3 STAT 4, STAT 5A, STAT 5B, and 

from the group consisting of STAT l,blAiz,:>iAiJ,oi/M , 

STAT 6. 

LeonMdUSA265^. Leonard describes the use of synthetic peptides which 
encompass the IL-2RP domains as able to inhibit Slat protein dimerization. 

Leonard does not describe or suggest a method for idemifymg a drug that inhibits or 
enhances the ability of adjacent STAT protein dimers to interact. 

Analysis. The above discussion is fully relevant to this rejection and is herein 
incoiporated by reference. Leonard does not descnbe or suggest a method which allows 
Identification of a drug able to enhance the interaction between adjacent activated STAT dimers. 
Nowhere in Leonard is there any anticipation of a higher order tetramenc structure. Indeed, the 
DNA binding assay described in Leonard is designed to demonstrate the presence of dimers (i.e., 
monomer-monomer complexes), not dimer-dimer complexes. Accordingly, the Leonard 
reference cannot be held to anticipate the instant claims, and it is respectfully requested that this 
rejection be withdrawn. 

Rpjprtinn Tinder 35 USC § 103M 

Claims 52-59 and 62-65 were rejected as obvious over Leonard in view of Xu et al. 
further in view of Schreiber et al. Applicants respectfully request clarification regarding the 
rejection of claims 52-59, since claims 52-55 were cancelled m the preliminary amendment filed 
2 November 1999. This rejecfion is respectfully traversed as applied to pending claims 56-59 
and 62-65 and new claims 66-79. 

ThemyMimas^^ Claims 56-59 are summanzed above. Claim 62 is drawn to a 
method^^i^^d^i^^ifV^^ enhances the ability of adjacent STAT protein dimers to 
interact comprising measuring the ability of a test compound to enhance the association of a 
fragment of a first STAT protein with a second STAT protein or a fragment of said second 
STAT protein dimer; wherein said fragment of said first STAT protein consists essentially of the 
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respectively as selected front the group constsfng of STAT . , STAT 2, STAT 3, STAT 4, 
It 5A, STAT 5B, and STAT . Cl.nt .5 (and new cla.nt 73) defines the firs, and second 
STAT protein as the same STAT protein. 
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Conclusion 

From the foregoing, forther and favorable action m ,he form of a No„ce of Allowance 
is believed to be next in order, and such action is earnestly solicited. 

In the event that there are any questtons concerning this Amendment, or the appltca.ton 
in general, the Examtner ,s respectfttUy urged to telephone the understgned so that prosecutton 
of the application may be expedited. 



Continental Plaza 
411 Hackensack Avenue 
Hackensack, New Jersey 07601 
(201) 487-5800 

Date: February 19, 2002 



Respectfully submitted, 
KLAUBER & JACKSON 

Valeta A. Gregg, PhTD., J.D- 
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Marked Up Version Showing Changes Made 

56. (Amended Once) A method for ident.fymg a drug that [modulates] enhances the ability of 
adjacent STAT protein dimers to mteract comprising measunng the ability of a test compound to 
[modulate] enhance the association of a first STAT protein or a fragment of said first STAT 
protein with a second STAT protein or a fragment of said second STAT protein; 

wherein said fragment of said first STAT protein compnses the N-terminal domain of 

said first STAT protein; 

wherein said fragment of said second STAT protein compnses the N-terminal domam of 

said second STAT protein; 

wherein the association is dependent upon the N-terminal domain of said first STAT 
protein, and the N-terminal domain of said second STAT protein; and 

wherein a test compound which enhances the association is identified as a drug that 
enhances the interaction between adjacent activated STAT dimers[, whereas a test compound 
that decreases the association is identified as a drug that inhibits the interaction between adjacent 
activated STAT dimers]. 

57. The method of Claim 56 wherein said first STAT protein is selected from the group 
consisting of STAT 1, STAT 2, STAT 3, STAT 4, STAT 5A, STAT 5B, and STAT 6. 

58. The method of Claim 56 wherein said second STAT protein is selected from the group 
consistmg of STAT 1, STAT 2, STAT 3, STAT 4, STAT 5A, STAT 5B, and STAT 6. 

59. The method of Claim 56 wherein said first STAT protein and said second STAT protein 
are the same STAT protein. 

62. (Amended Once) A method for identifying a drug that [modulates] enliances the ability of 
adjacent STAT protein dimers to interact comprising measuring the ability of a test compound to 
[modulate] enhance the association of a fragmem of a first STAT protein with a second STAT 
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protein or a fragment of said second STAT protein dimcr; 

wherein said fragment of said first STAT protein consists essentially of the N-terminal 
domain of said first STAT protein; 

wherein said fragment of said second STAT protein composes the N-terminal domain of 

said second STAT protein; 

wherein the association is dependent upon the N-terminal domain of said first STAT 
protein, and the N-terminal domain of said second STAT protein; and 

wherein a test compound which enhances the association is identified as a drug that 
enhances the interaction between adjacent activated STAT dimers[, whereas a test compound 
that decreases the association is identified as a drug that inhibits the interaction between adjacent 
activated STAT dimers]. 

63. The method of Claim 62 wherein said first STAT protein is selected from the group 
consistmg of STAT 1, STAT 2, STAT 3, STAT 4, STAT 5A, STAT 5B, and STAT 6. 

64. The method of Claim 62 wherein said second STAT protein is selected from the group 
consisting of STAT 1, STAT 2, STAT 3, STAT 4, STAT 5 A, STAT 5B, and STAT 6. 

65. The method of Claim 62 wherein said first STAT protein and said second STAT protein 
are the same STAT protein. 
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"HnI:: A .e.hod for .d.nufying a drug .ha, inhibUs .he ab.h.y of adjacent STAT pro.cn 

:::::,„.„ac.co.pns,._..heah,H,,ora,..— ^ 
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the interaction between adjacent activated STAT dimers. 



,,(New)Then,ethodofe,a,nt66,where,nsa,dfirs.STATpro.e,n,sse,ectedfto.^ 
conUofSTAT,,STAT2,STAT3,STAT4,STAT5A,STAT5B,a„dSTAT6. 

.S.,Ne.)Thentethodofc,ai.6.where,nsa.dseco„dSTATprotetr.sse.ec^^^^^^^^ 
c„nsis.,n,ofSTAT,,STAT2,STAT3,STAT4,STAT5A,STAT5B, and STAT. 

69, (New) The method of claim 66 where.n sa,d firs. STAT protein and sa.d second STAT 
protein are the same STAT protein. 

70 ,New) Ame.hodfor,demifyingadrug.ha.,nh,b,ts.heab,i,.yofadjacemSTATpro,e,„ 
:rs.o:nteractcompnsin.measnrm.theabi,i.yofa.es.compo.nd.o,nh,bt.*^^^^^^^^^ 
ofafragnten.ofafirstSTATpro.e,nwi,hasecondSTATpro,emorafragn,en.ofsa,dsecond 

""C:nTa::frasmen.ofsaidr,rs.STATpro.emcons,s.sessen.ia.,yof.he..term,„^^ 

domain of said first STAT protem; 



„,ere,nsa,dfragn,e„,ofsa,dscco„<lSTATprote,nco.pnses,heN-.c™,„a,dc.a,„of 

said second STAT protein; ■ . nr., STAT 

whercn the assoc.at.on ,s dependent upon the N-ten..nal do.a.n of s.d first STAT 
t.n and the N-terminal domain of said second STAT protein; and 
^~:rs!.es.— d*a,~*eassoc,anon,s.« 

the interaction between adjacent activated STAT d.mers. 

„ <.ew)The.e*„dofc,a,n,70,w.ete,nsa,df,.tSTATp.ote,n,sse,ec,e^^^^^^^ 
eonljofSTAT.,STAT.STAT3,STAT4,STAT5A,STAT.B, and STAT. 

,,,He«,T.en,e.hodorc.ai. 70, whe.e,nsa,d second STATp™te,n,s.^^^^^^^^^^ 

73. (New, The method of Cain, 7 , . wheretn satd firs, STAT protein and said second STAT 
protein are the same STAT protetn. 

74 ,New,Then,e.hoaofc.ain,70,where.nsa,df,rs.STATpro,e,n,sse.ectedfron,thegroup 
consisting of STAT 1, STAT 2, STAT 4, and STAT 6. 

75,New,Then,e.hodofc.arm 70, where.nsa,dsecondSTATprote.n,s selected from the gronp 

• • fCTATi QT AT 2 STAT 4, and STAT 6. 
consisting of STAl l,^)iAi z, oir^i , 

7MNew, ThemethodofCatm 56 wheremsa,d first STATprote,n,sse,ected from thegroup 

■ QTAT I STAT 2. STAT 4. and STAT 6, 

consisting ot b 1 A 1 L s i .-^ — 



(New, The method of cla.m 56 wherem satd second STAT protein is selected from the 

• QTAT 1 STAT 2, STAT 4, and STAT 6. 

p consisting ot S 1 A 1 1 , ^ 1 ^ 1 ^' ^ 

• J r ♦ CT AT nrntpin is sclcctcd from the group 
(New) The method of claim 62 wherein said first STAT protein 
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• QTAT 1 STAT 2, STAT 4, and STAT 6. 

consisting ot S 1 Ai 1, =>i'^i 

,MNew,T.e.e*odcfc>a,n,62whe.,„saidscco„dSTATpro,cinissc.ec.ec.fro.,.,egroup 
consisting of STAT 1, STAT 2. STAT 4, and STAT 6. 



14 



